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FrOtTI : Heni g , Anne M 
Sent: Monday, June 28, 2004 3:17 PM 
To: Butler, Jennie C 
cc: Martin, Terry; Rogers, Christine F; Fain, Kevin 
subject: RE : Ameri can Thyroid Associ ati on 
Jennie, 

can you please place the attached letter in Docket Nos. 03P-0126 and 03P-0387? As 
al ways, many thanks! 

nne M. Henig 
FDA/Center for Drug Evaluation and Research 
Executive Operations Staff 
301-443-5576 
heniga@cder.fda.gov 
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A&,&& T$&&~g.ion = 
_ Athitdon:~+s.ul W: La&son, M.D: 

President-Elect -, 
. 6066 Leesburg Pike,,S&e 650 

Falls Church, VA 22041 

Thank you for your letter of October 1,2003 regarding the recent meeting between the 
Food and Drug Administration (FDA) and the American Thyroid Association on 
September 16,2003. 

We would like to thank you for your participation in this meeting and your commitment 
to this important public he&h issue. We also appreciate your willingness to help draft 
the agenda and pmpose a list of participants that could contribute to ,a workshop program 
that the FDA proposes. We would like to have the issues that we raised at our meeting 
discussed in aworkshop setting. 

As stated in your letter, we sre committed to plan and hold a workshop of sufficient depth 
and duration. At that workshop we plan to address all of the relevant issues raised at our 
meeting: bioequivalence testing baseline correction, optimal test subjects, and aeeepkble 
confidence limits; and TSH as a pharmacod ynamicmeasure. 

WC acknowledge the concerns raised at the meeting and in your letter regarding the 
thyroxine dose precision and limitations in current bioequivalence standard We will t&e 
your cow-ems into consideration when reviewing the&applications, 

If you have any further inquhks or information to provide that would be useful in the 
development of the workshop, please feel free to contact Anne Her@, at 301-594-6779. 

J&w&$& 

Steven G&on, M.D., M.P.H. 
Acting Dir&or 
Center for Drug Evahtation and Research 
Food and Drug Administration 


